
May 9,200O 

Food and Drug Administration 
Dockets Management Branch (HFA-305) 
12240 Parklawn Drive Room 1-23 
Rockville, Maryland 20850 

Re: Variance / Docket Number 83V-015 1 
CDRH Accession Number 83A0487 
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Gentlemen: 

This letter is written to request a renewal of the laser light show variance initially granted 
to Precision Projection in 1983. Enclosed you will find an original and 4 copies of the 
FDA form 3 147, “Application for a Variance” which details our request. 

The present variance is scheduled to expire on June 16’h of this year. We presently have 
commitments for delivery and installation of equipment during the summer, and would 
appreciate prompt consideration of this application for renewal. 

This application differs from our previous applications in that we are requesting a 
broadening of the range of laser wavelengths which may be used in our manufacturing of 
products and systems. Specifically, we are requesting that the use of the near UV (355 
run) and near IR (1064 nm) wavelengths produced by YAG or Vanadate lasers be 
included within the range of our product description. 

If you have any questions concerning this application for variance renewal enclosed, 
please contact me directly. 

Respectfully, 

earl Hannigan 
President 

PRECISION PROJECTION 

SYSTEMS, INC. 

17508 STUDEBAKER ROAD 

CERRITOS, CA 90703-2637 

TEL: 562 865-8552 

FAX. 562 924-7133 

EMAIL. info@ppsfx.com 



DEPARATMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 

NOTE: No laqer light shoir. projection \ysfem. or der,ice may vary from compliance with 21 CFR 1040.1 I(c) in dc\ign or WC without [he approval of [hi\ 

application in accordance tvith 21 CFR 1010.4. 

INSTRUCTIONS 

I. ChcL% ;111 ;tpp)iuhlc how\ and lypc or print 111~ rcquc\rcd 

inlormnlion. 
2. Submil an original and four (4) copk 

1. NAME OF COMPANY 

Precision Projection Systems Incorporated 
2. ADDRESS OF COMPANY (Iu<I~nk* //I’ C’O/X) (I, I’ 0 N 01 ,I ,WYl. ,rr‘~lwk~ <wr,n,l ur<w ,,,l,h~~~ ,,I\,?.) 

17508 Studebaker Road Cerritos, California 90703 

- 

-4 

3. NAME AND TITLE OF.RESPONSlELE PERSON 

Carl Hannqgan - President 
4. TELE HONE NO. (/,I, I,rr/v t,,<‘t, I r&) 

I 1 562 865-8552 
5 DATT,r;MISSION 

I. 

6 The applicanl requesrs lhe variance lo be in effect lor a period 01 _ years tram the dale of issue ,-: 

(,,, ~(.“,V‘,,. ,,w .,cy,,<‘l. w,,, ,,,8,V,,V<~ t, !‘l,,-, <I,,< I. ,or rur,, ,ur, \c,,r, (I‘, lr,,,,c,‘r ,wrrw/ I\ r~~,,,,,.\rv,,. I, ,,,wlh~#rrwn IFl,l\l Iw Ll,f,l‘ hrl ,I\ ,‘d!’ r,, r/w i,,‘,‘l” ,1r,s1,1 ) 
s 

7. PRODUCT DESCRIPTION AND USE -- 
-..-~_- - 

a. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 
-; 

Precision Projection TL Series, IDS Series, Aiid RGS systems, and$lated displa 
b. PF$DUCT FOR WHICH A VARIANCE IS REOUESTED 

m A LASER DISPLAY DEVICE 

r)(l A PROJECTOR FOR A LASER CIGHT SHOW 

Ei 

A LASER LIGHT SHOW 

OTHER (\,a.,rll) _A-per Product Reports 

I PRODUCT IS INTENDED TO BE USED AT ANY ONF LOCATl;N 

a MORE THAN 15 DAYS 
--_ 
gr.. 

a MORE THAN 5 BUT NOT MORE THAN 15 DAYS -& 

a LESS THAN 5 DAYS 
IL;1 
rz 

c a PROJECTORS ARE INTENDED FOR SALE. LEASE. OR LOAN TO OTHER 

LASER LIGHT SHOW PRODUCERS 

d. PRODUCT IS INTENDED FOR USE IN A 

a PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE 

m THEATER 

@ HOTEL/MOTEL BALLROOM OR MEETING ROOM 

9 TOUR IS INTENDED TO RUN FOR 

0 MORE THAN 6 MONTHS 

0 l-6 MONTHS 

0 LESS THAN 1 MONTH 

0 NOT APPLICABLE (n,: ,I r,,t,,) 

rx As per noti ficati ons 

a STORE DISPLAYS 

DIi TPADE SH3W OR CONVENTION 

x CISCC~THFOLIE OR NIGIHT CLUE 

lx! FPVILION 

IX! lNuDG09 ARENA 

rs(I OLITDCOR ARENA 

Xl I,(!jSEUM 

#> 3UTDOOR UNENCLOSED AREA 

ix OTHF_R (,,,(‘,r,$, -As per not i f i cat i ons 

e PRODUCT 13 INTENDED TO BE USEU 

ix: AT ONLY ONE (,,,a’,,, LOCATlOh 

E 

AT A VARIETS OF ,rtu,,) COCATIONS 

OTHER ($. c.,-,!ii ._-kjx?r noti f i cati ons 

h. PRODUCT IJTILIZCS THE FO:.lOWlNG LASER EFFECTS 

1 

FRONT SCREEN PROJECTIONS 

REAR SCREEN PROJECTIONS 

HOLOGRAPt<IC DISPLAYS 

a MULTIPLE REFlECTlONiDlFFRACTlON EFFECTS 

a AUDIENCE SCANNIN G I I,>,, ,111 ,,,,,<.I \<., ,,,,,,,, lid,\ o,,~~,~.‘~:,-.irl,I,,“~,,:,,,~ ,,,/,, I, 

[J REFLECTIONS FROM STATIONARY MIRRC)RS OR MIRRORED SURFACES 
(Il‘W,, I ,,r,irc (‘I ) 

Fii 

STATIONARY IRRADIATION OF ROTATING MIRROR BALLS, FTC 

SCANNING IRRADIATION OF ROTATING MIRROR 6ACI.S. ETC 

bd FIBER OPTIC PflOJECTlONS 

a FOG. SMOKE. OR OTHER SCATTERING ENHANCEMEN EFFECTS 

a OTHER ,\,w,,t) As per Light Show Reports 

---_ --- --- 
6 

---I_ 
LASER RADIATION LEVELS 

--~ 
LASER MEDIUM , tr, I/c.-\,.. <‘I< , WAVE LENGTHS (nm) PEAK POWER ,t1,,.,., 

- 

Helium Neon 543 - 633 -__ 25 milliwatts----'- 
Helium Cadmium 442 - 636 100 milliwatts --.__ 
Argon Ion 351 - 529 50 Watts 
Kw&nJm 476 - 678 15 Watts 

-___- YAG or Vanadate 266 - 1064 100 Watts ~--- 
-YjsibleDindeorLED- 400 - 700 --1 500 milliwatts 

9 IF ANY LASER RAD!ATION IS PULSED OR SCANNED. GIVE THE PULSE DURATION AND RATE AND SCANNING FRc&JE~:CV SYD AM~[~TUDE 

Scan frequencies of from DC to 5 kilohertz at deflections of from 0 to 360 degrees, with 
modulation of color and / or intensity from DC to 100 kilohertz may be employed. 

--- .___ 
10 REASON FOR REOUCSTING VARIANCE 

~____________ 

Nj COhtPLIANCE WITH T iE LIMITS OF 21 CFR 1040 1!(c) WXJLD Ris:RlCT THE INTENDED USE CF TH: ~‘~~,JDUC,T SC Cause ~QMP: [ANCE WOULD ~~t,qiT THE DUTPU~ 
POWER TO THC EXTTYT TVAT T’iE DESIRED EFFECTS WOUL.T, ?rOT SE ;UFF,C,E,,TLY :‘,S,R, f 

,1 GTliCR 014 AUD.T,ONAt EXPL.khlATi<)N ‘I,,,,, :, I, 

--~~ 

FORM FDA 3147 (3187) 

s 



-_ 
11. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 

a IT IS PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.11(c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED THE 
ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040.11(c). 

0 IT IS PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.11(c) AS FOLLOWS: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 

a LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN 
EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.1 l(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDI’A. 

0 OTHER OR ADDITIONAL ADVANTAGES (describe and explain) 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as maw boxes es apply. In Item 14 “Remarks,” justify any boxes 
not checked, using additional sheets as necesssary. State any other means of radiation protection that will be used.) 

a. m ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE CONEI. 
TIONS OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED BY 21 CFR 1002.10 AND 1002.12 USING THE REPORTING GUIDES PRO. 
VIDED FOR SUCH PURPOSE, THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO. ANY INTRODUCTION INTO COMMERCE. 

b. !8 EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENDMENTTO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS 
APPLICABLE, HAVE BEEN SUBMITTED. 

c. @ SCANNING. PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUD!ENCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE, 
ADDED ATMOSPHERIC SCA7TERING MEDIA, AND TARGET SCREENS. 

d. w LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMITTED AT ANY POINT 1 ESS THAN 3.0 METERS ABOVE 
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5 
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS, 
PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS I OR BE 
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.11(c). 

e D ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PRECL.UDE EXCEEDiNG 
THE APPLICABLE LIMIT. 

1. 81 ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S) THE 
OPERATOR(S) WILL: \ 

; 

(1) IMMEDIATELY TERMINATE THE EEnMlSSlON OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATO 

g. &j THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

h 0 THE PROJECTION SYSTEM (I.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WILL BE 
SECURELY MOUNTED OR IMMOBILIZED’ TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS VJILL BE PROV!DED 
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC. 

i, 0 LASER PROJECTORS WILL NOT BE DELIVeRED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND 
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS Tk+EM TO 
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR. 

j. ;%7 IN ADDITIQN TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WILL PROVIDE TO 
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION ANd 
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SriOW MANIJFACTURER TO 
SUBMIT THE REQUIRED REPORTS AN3 APPLY FOR AND OBTAIN A VARIANCE FROM CDRH PRIOR TO INTRODUCTION INTO COMMERCE OF 
ANY LASER LIGHT SHOWS. 

k. a THE REQUIREMENTS OF 21 CFR 1002.30(a)(l) AND (2) WILL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP, 
ALIGNUENT, TESTING, AtdO PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFlClENr DETAIL TO ENSURE COM- 
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARIANCE. AND THE CONTROL OF ACCESS TO RADIATION AREAS USING THE 
PRocmuREs DESCRIBED IN THE ANSI 2136.1 STANDARD FOR THE SAFE USE of LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE, 
1430 BE3ADWAY. NEW YORK, NY 10018, OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE, STATE OR 
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LLVELS ABOVE THE LIMITS SPFCIFIED IN 21 CFR 
1040.11(c), WILL 6E CLEARLY IDENTlFiED BY Tt(E POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PHYSICAL 
MEANS (SUCH AS PRESSURE SWITCrlES, PHOTOCELL. S, BARRIERS. GUARDS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS 
(SUCH AS DURING SET-UP AN@ ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREA?. THE VARIANCE HOLDER WILL RETAIN 
THE RECORDS OF THESF PROCEDURES AND THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1003 31. A COPY OF THE VARIANCE 
APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDUHES, AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE WITH 
THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WII-L BE IviADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSI- 
BLE AUTHORITIES. 

1. J 

FORM FDA 3147 (3187) 



I. [ro ADVANCE WRllTEN NOTIFICATION WILL BE MADE AS EARLY AS POSSIBLE TO APPROPRIATE FEDERAL, STATE, AND LOCAL AUTHORITIES 
PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A BASIC DESCRIPTION OF 
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SUCH NOTIFICATIONS WILL BE MADE, BUT 
NOT NECESSARILY BE LIMITED. TO: 

(1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ-312), 8757 GEORGIA AVE., SILVER SPRING. MD 
20910. PROVIDING THE INrfIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADDI- 
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH 
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT 
DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE. 

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E., INCLUDING SET-UP, 
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE- 
SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET. THE OBJEC- 
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW. 

(3) STATE AND LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALL 
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE- 
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND 
RADIOLOGICAL HEALTH UPON REQUEST.) 

-__- 
I 

CERTIFICATION 
-- __-~~_--. 

I CERTIFY that all of the above information and statements are true, complete, and correct to the best oi my knowledge and acknowledge that my 
variance application may be denied or my variance may be revoked if this application is found to bo false, misleading, or incorrect in any material way 
I have submitted and will submit all reports required by 21 CFR 1002 10 and 1002.12 on the laser equipment and showfsl I further understand thal I 
may be required by regulation or by the Director, Center for Device: and Radiological Health, to supply such other information as may be necessary to 
evaluate and act on this application. 

15. SIGNATURE 16. NAME (Type or Print) 

Carl Hannigan 

FORM FDA 3147 (3187) 4 U.S. GovERh%ENr PRINI7NGO~CE:1987-185~5/~119 Dk 7m 



-----------------------------------------------..-.-.--.--.--.--.---.--.-.--------- 
FROM: James Hannigan (562)865-8552 

_________-_-.-___---_-----------------------.--------- 

Precision Projection Systems 
17508 Studebaker Road SHIPPER’S FEDEX ACCOUNT NUMBER 

Cerri2SJ?! ??3%Z37 Federal Express 

TO: Hearing Clerk (301)594-4654 
Food and Drug Administration 
12240 Parklawn Drive 
Room l-23 

SHIP DATE: IOMAYOO 

MAN-WGT: 1 LBS 

Rockville, MD 20850- 
REF: 

DELIVERY ADDRESS BARCODE (FEDEX-EDR) 

CAD # 1137746 PRIORITY OVERNIGHT THU 

TRK # 7925 8817 1556 FORM 0201 
Deliver By: 

IAD IIMAYOO 

20850-MD-US 
DROP OFF XA GAlAm 


